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- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

Responsive to communication(s) filed on 12 January 2004 . 
2a)D This action is FINAL. 2b)[>3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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11 )□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 
a)dAII b)D Some * c)Q None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
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Attachment(s) 

1) CD Notice of References Cited (PTO-892) 

2) O Notice of Draftsperson's Patent Drawing Review (PTO-948) 

3) □ Information Disclosure Statement(s) (PTO/SB/08) 

Paper No(s)/Mail Date . 



4) CD Interview Summary (PTO-413) 

Paper No(s)/Mail Date. : . 

5) O Notice of Informal Patent Application 

6) □ Other: . 



U.S. Patent and Trademark Office 
PTOL-326 (Rev. 08-06) 



Office Action Summary 



Part of Paper No./Mail Date 20070301 



Application/Control Number: 10/756,449 * Page 2 

Art Unit: 3772 

DETAILED ACTION 

Election/Restrictions 

1. Restriction to one of the following inventions is required under 35 U.S.C. 121: 

I. Claims 1-23, drawn to method of dispensing a medicament 

(1) Species - claims 1-7 

(2) Species - claims 8-16 

(3) Species- claims 17-21 

(4) Species - claims 22-23 

II. Claims 24-44 drawn to a device for dispensing medicaments or an ejector 

(5) Species - claims 24-29 

(6) Species - claims 30-34 

(7) Species - claims 35-38 

(8) Species - claim 39 

(9) Species - claim 40-44 

III. Claim 45, drawn to a program storage device 

2. Inventions I and II are related as process and apparatus for its practice. The 
inventions are distinct if it can be shown that either: (1) the process as claimed can be 
practiced by another and materially different apparatus or by hand, or (2) the apparatus 
as claimed can be used to practice another and materially different process. (MPEP § 
806.05(e)). In this case the process can be done by another apparatus or by hand and 
does not require all of the limitations of the apparatus such as a controller. 
Furthermore, the apparatus requires the limitations of a plurality of reservoirs. It is 
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possible that process of invention I could be carried out in a device having only 1 
reservoir. 

3. Inventions II and III are related as product and process of use. The inventions 
can be shown to be distinct if either or both of the following can be shown: (1) the 
process for using the product as claimed can be practiced with another materially 
different product or (2) the product as claimed can be used in a materially different 
process of using that product. See MPEP § 806.05(h). In the instant case it is possible 
that the product work without a program storage device readable by a processor. The 
product could work by hand where someone could manually change the treatment rates 
of the medicament. 

Applicant must elect the claims of Invention I, II, or III. In the event that the 
applicant elects either Invention I or Invention II a further election of species must be 
made. 

4. This application contains claims directed to the following patentably distinct 
species: See the species listing above. The species are independent or distinct 
because the species each species is not an obvious variant over the oth^r one. As to 
method of dispensing the medicament, species 1 and species 2, species 1 does not 
require that the characteristic of the droplet be size, nor does it require the composition 
to be selected from different amounts of bioactive agent. Species 2 also requires the 
medicament to include nicotine or nicotine analog. This is not required by any of 
species 1, 3, or 4. Species 3, requires that the deposition site be an area of each the 
upper and lower mucosal region, not required in species 1 , 2, or 4. Species 4 then 
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requires that the droplets be configured for deposition adjacent an oral or nasal mucosa, 
and adjacent a pulmonary mucosa. This limitation is not required by species 1, 2, or 3. 

As to the apparatus claims, species 5 requires different drugs, species 6 requires 
and excipient, and species 7 requires a controller and a plurality of ejection devices, 
species 8 requires two reservoirs for holding medicament, and species 9 'requires that 
the droplets have a specific average diameter for each set of droplets. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is 
finally held to be allowable. Currently, no claims are generic. 

Applicant is advised that a reply to this requirement must include an identification 
of the species that is elected consonant with this requirement, and a listing of all claims 
readable thereon, including any claims subsequently added. An argument that a claim 
is allowable or that all claims are generic is considered nonresponsive unless 
accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration 
of claims to additional species which depend from or otherwise require all the limitations 
of an allowable generic claim as provided by 37 CFR 1.141. If claims are added after 
the election, applicant must indicate which are readable upon the elected species. 
MPEP § 809.02(a). 

5. Because these inventions are independent or distinct for the reasons given 
above and there would be a serious burden on the examiner if restriction is not required 
because the inventions have acquired a separate status in the art due to their 
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recognized divergent subject matter, restriction for examination purposes as indicated is 
proper. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Kiandra C. Lewis whose telephone number is 571-272- 
7517. The examiner can normally be reached on Mon-Thurs 9AM-6PM and alternating 
Fridays 9AM -5PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Patricia Bianco can be reached on 571-272-4940. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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